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1.0 PURPOSE AND SCOPE

This SOP describes how contractors are reviewed and approved for the supply of services supporting GMP manufacturing processes.  

This SOP also describes the review of contractor records.

Compliance to the procedures described in this SOP ensures:

· Contractors have the appropriate qualifications and expertise to consistently deliver services as per requirements.

· Documentation issued by contractors are correct, complete and meet cGMP requirements.
2.0 REFERENCES / DOCUMENTS

Insert list of referenced documents here
3.0 DEFINITIONS

Contractor – an individual or organisation that agrees to provide services to the Facility. Examples of contractor services: equipment maintenance and repair, testing and certification of cleanrooms and associated environments, equipment calibration and/or qualification, microbiological testing, pest control.  
Contractor records – comprises any reports, certificates and supporting documentation issued by the contractor upon provision of a service.   
4.0 RESPONSIBILITIES
Production Manager or delegate
· Selection and approval of contractors.
· Periodic review of approved contractors. 

Quality Nominee
· Review reports issued by contractors.
· Communicate any issues to the Production Manager or delegate.

5.0 EQUIPMENT & MATERIALS

N/A
6.0 PROCEDURE
6.1 Contractor selection and approval 
6.1.1 The selection of contractors is to be based on the following:

· Qualifications and expertise relevant to the type of service that the contractor will be asked to provide. Examples include accreditation, certification or membership with recognised professional bodies or authorities.
· Suitability of documentation (e.g. calibration reports)
6.1.2 Though largely subjective, the following qualities should also be considered (as applicable):

· History of service  
· Reputation within the broader industry

· Relationship with key personnel 

6.1.3 Once a contractor has been selected, obtain evidence of their qualifications and/or expertise. File in the ‘Approved Contractors’ Folder. Enter details of the contractor on the ‘Approved Contractors’ page of the  Approved Contractors Register. 
6.1.4 The establishment of a formal service agreement is recommended for contractors that will be providing a significant amount of support to the facility. In most cases the contractor will provide a service agreement. Ensure the agreement includes the following minimum requirements:
· Name and contact details of the contractor, including key contacts

· The term of the agreement

· Detailed description of service/s to be provided
· Frequency and/or service schedule
· Fees and payment details

· References to applicable protocols or standard procedures (e.g. ISO Standards)

· A commitment to the use of NATA or NIST (or equivalent) traceable standards and the provision of documentation guaranteeing the accuracy of calibration devices (as appropriate) 
· A commitment to timely communicaton of any changes to accreditation or certification status (as appropriate)
· A commitment that the contractor will not sub-contract all or part of the contract to a third party without the consent of the customer (i.e. the Production Manager).
6.1.5 Once executed the agreement is to be filed in the ‘Approved Contractors’ Folder and the agreement start and expiry date recorded on the Approved Contractors Register. 
6.1.6 A current copy of the Approved Contractors Register is to be filed in the front of the ‘Approved Contractors’ Folder.
6.2 Review of approved contractors
6.2.1 Once approved, contractors are to be reviewed every 2 years or if applicable, prior to service agreement renewal. Record the date  at which a contractor is to be reviewed by on the Approved Contractors Register.
6.2.2 The qualities outlined in sections 6.1.1 and 6.1.2 should form the basis of review. Any documentation provided as part of the review is to be filed in the ‘Approved Contractors’ Folder.
6.2.3 Upon completion of the review update the Approved Contractors Register. If the approved status of the contractor is:

· Maintained, make a new entry on the register (‘Approved Contractors’ page). 

· Revoked, archive details on the ‘Archive’ page of the register. 
6.2.4 The ‘Approved Contractors’ Folder and Approved Contractors Register must be maintained to ensure the status of contractors remains current.
6.3 Review of contractor records
6.3.1 Records issued by contractors are to be reviewed by the Quality Nominee. Each record is to be checked for the following:   
· Legibility  
· Completeness (i.e. has all information/data been provided?)  

· Traceability (e.g. equipment ID, sample ID)

· That an assessment has been provided (e.g. condition of the equipment, ‘Pass’ or ‘Fail’)

· Authorised sign-off 
6.3.2 Testing, calibration and validation reports must also be checked for the following, as applicable:
· Test methods are specified and/or referenced  
· Methods are appropriate and comply to regulatory guidelines or recognised standards.
· Deviations from the test method/s are explained and justified.
· Details of calibration/testing devices, including calibration expiry dates, are included.

· Calibration devices and/or references are traceable to NATA, NIST or an equivalent standards.  

· Acceptance criteria  

· Actual results observed

· Performance specifications are based on those provided by the manufacturer or official standards (applicable to calibration reports)

· Has supporting documentation (e.g. data, calibration certificates) been provided
6.3.3 If the contractor record satisfies requirements, record ‘checked’ and initial and date. 

Note: Where the record comprises multiple pages, initial and date the front page.
6.3.4 If the contractor record does not meet requirements, contact the contractor to resolve outstanding issues. 

6.3.5 Ensure the Production Manager, or delegate, is kept informed of the status of contractor records. 
7.0 CHANGE SUMMARY

	 


8.0 END OF DOCUMENT
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